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WARNING LICTTER
SIN-97-06

CERTIFIED MAIL
RETURN_RECENT REQUESTED

Ralael Rizek, MDD,

Las Amernicas Blood Bank

A0 Domenech Ave., Suite 209
Hato Rey, PR OOVIR

Dear D, Rizek:

Duaring an anspection of your hicensed blood bank in Hato Rey, P.R., on January 16 through

241997, our mvestipaitor docomented violations of section SOLG)(2)) of the Federal TFood,

Drag and Cosmetic Act and Tide 21, Code of, Federal Regulations (21 CER), Part 606 as
{ollows:

I Failure o follow your Standard Operating Procedure (SOP) for the preparation of
Fresh Frozen Plasma (21 CER 606 100()(6)] in that the centrifuge for preparation is
not refrigerated i accord with your SOP.

Y Falure o maintain accurate processing records {21 CER, 606.160(a)(2)) in tha
the production records for Fresh Frozen Plasma noted a centrifuge processing
temperature of 37C, when in fact the centrifuge refrigeration system was not
functionmng and the actual processing temperature was room temperature.

The above viokations are not intended to be an all-inclusive list of deficiencies at your
facility. An FD 83, List of Observations, (copy attached) was issued to and discussed with
Mr Victor Roduiguez, Blood Bank Supervisor at the close of the inspection. Tt s your
pesponsilitity o aseare that your establishment is i compliance with all regairements ol ihe
Federal Repulations.

Yo shoabd ke prompt measures to correct these deviations. Falure to promptly correct
these deviations may result in repulatory action without further notice. Such actions wnclude
heense suspension, seizure and/or mjunction.

Please notdy s ottice wweiting, within S working: days ol receipt of this letter, ot the
apeciiae stepn you have Gihen ta correct the noted violations and 1o prevent their recarence
I contective action cannot be completed within 15 workimg days, state the reason for the

defay and the tme within which the corrections will be completed. .
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Rafacl Rizek, M.D.
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